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PURPOSE. This Order establishes policy and procedures to ensure the
protection of human subjects involved in NHTSA-sponsored experiments
in the United States and abroad.

EFFECT ON OTHER DIRECTIVES. NHTSA Order 700-l dated April 24, 1979
(Subject: Protection of the Rights and Welfare of Human Subjects
Involved in NHTSA-Sponsored Experiments), is superseded.

BACKGROUND. As a result of growing concern over the rights of human
subjects, the Department of Health, Education and Welfare (DHEW)
issued regulations in 1976 to protect the rights and welfare of human
volunteer subjects participating in research funded by DHEW. In
order to protect the rights of subjects involved in NHTSA research and
to fulfill Government obligations, this Order establishes NHTSA policy
and procedures for the use of human subjects in NHTSA-sponsored experi-
ments. These policies and procedures are closely patterned on the
DHEW guidelines.

REFERENCES. ,

a. NHTSA Order 700-3, dated June 30, 1980, "Human Use Review Panel."

b. NHTSA Order 700-4, dated April 24, 1979, "Ethical Use of Human
Surrogates in NHTSA-Sponsored Experiments."
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5. DEFINITIONS.

a. "Subject at risk" means any individual who may be exposed to
the possibility of injury, including physical, psychological,
or social injury, as a consequence of participation as a subject
in any research, development, or related activity which departs
from the application of those established and accepted methods
necessary to meet his needs, or which increases the ordinary risks
of daily life, including the recognized risks inherent in a chosen
occupation or field of service.

b. “Informed consent" means the knowing consent of an individual or
his legally authorized representative, so situated as to be able
to exercise free power of choice without undue inducement or any
element of force, fraud, deceit, duress, or other form of con-
straint or coercion. The basic elements of information neces-
sary to such consent include:

(1) A fair explanation of the procedures to be followed, and
their purposes, including identification of any procedures
which are experimental,

(2) A description of any attendant discomforts and risks rea-
sonably to be expected,

(3) A description of any benefits to the subject or to society
reasonably to be expected,

(4) A disclosure of any appropriate alternative procedures that
might be advantageous for the subject,

(5) An offer to answer any inquiries concerning the procedures,

(6) An instruction that the person is free to withdraw his
consent and to discontinue participation in the project
at any time without prejudice to the subject,

(7) With respect to biomedical or behavioral research which
may result in physical injury, an explanation as to the
medical treatment available,

(8) With respect to biomedical or behavioral research which may
result in physical injury, an explanation of the institution's
applicable provisions, if any, for compensation for such injury.
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(9) A statement that new information developed during the course
of the research which my affect the subject's willingness
to continue participation will be provided to the subject, and

(10) A statement  describing the extent to which confidentiality of
records identifying the subject will be maintained.

C . "Risk/Benefit Analysis" is an evaluation in which the person
responsible for the conduct of the program presents his/her
assessment  of whether or not a proposed program involves subjects
at risk. In the event subjects at risk are involved, the risk/
benefit analysis includes the evaluator's judgment on the extent
of the predictable risk to the human subject and the extent of
the benefits to be derived fran conducting the program. The
evaluator should also weigh the ham to society which might result
fran not conducting the proposed program. Judgment on risk versus
benefit should be consistent with contemporary public ethics and
standards.

6. POLICY. It is the policy of NHTSA that:

a. Safeguarding the rights and welfare of subjects at risk in
activities supported under grants and contracts from NHTSA is
primarily the responsibility of the institution which receives or
is accountable to NHTSA for the funds awarded for the support of
the activity. In order to provide for the adequate discharge of
this institutional responsibility, no activity involving human
subjects to be supported by NHTSA grants or contracts shall be
undertaken unless an Institutional Review Board (IRB) (See
45 CFR Sec. 46.106(b)) or Human Use Review Panel (HURP) (See
Order 700-3) has reviewed and approved such activity, and the
institution or HURP has submitted to NHTSA a certification of
such review and approval, in accordance with the requirements of
this order, and 45 C F R  Secs. 46.103 through 46.114.

(1) This review shall determine whether these subjects will be
placed at risk, and, if risk is involved, whether:

(a) The risks to the subject are so outweighed by the sum
ofthebenefittothe subject and the importance of the
knowledge to be gained as to warrant a decision to allow
the subject to accept these risks:

(b) The rights and welfare of any such subjects will be
adeguately protected: and
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(c) Legally effective informed consent will be obtained by
e

adequate and appropriate methods in accordance with
the provisions of this part.

(2) Where the IRB finds risk is involved, it shall review the
conduct of the activity at timely intervals.

b. No grant or contract involving human subjects at risk be made to
an individual unless he is affiliated with or sponsored by an
institution which can and does assume responsibility for the sub-
jects involved.

c. All NHTSA-sponsored programs involving human subjects be conducted
in general accordance with procedures for the submission of assur-
ances, established by DHEW in 45 CFR §§46.103 through 46.122 (see
Appendix E). For purposes of this order, the designation "NHTSA"
shall be substituted for "DHEW" wherever that term appears in
sections 46.103 through 46.122, and

d. The Request for Proposals (RFP) for projects involving human sub-
jects at risk and the Risk/Benefit Analysis be reviewed and concurred
with by the HURP to ensure that the NHTSA and DHEW guidelines
are followed.

7. RESPONSIBILITIES.

a. The Contract Technical Manager is responsible for:

(1) Indicating on HS Form 436, on the statement of work, and in
the "Remarks" section of HS Form 112, "Procurement Initiation
and Coordination" that the particular project involves the
use of human subjects.

(2) Requesting that the HURP determine whether the project involves
human subjects at risk.

(3) Preparation of the Risk/Benefit Analysis (see Appendix B) if
any human subjects at risk are expected to be involved in the
test activities.

(4) The nature of the risk to human subjects and the procedures
developed to deal with that risk must be described in the
Contractor's proposal. The Human Experimentation Considera-
tions (see Appendix A) and NHTSA policy statement will be
used to assist in this effort. The information required fran
the Contractor shall be defined in the statement of work.
The Contractor's proposed method of compliance with these
procedures shall become part of the contract.
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Monitoring of the Contractor's performance in providing
protection for human subjects at risk.

Assuring that the contractor submits immediate, monthly,
and end of contract reports of any real or claimed injuries
or unexpected results affecting the assessment of risk.

Obtaining annual assurances that the Contractor is comply-
ing with approved procedures for the protection of human
subjects.

Advising the HURP of any injuries or unexpected results affect-
ing the assessment of risk and requesting Associate Administra-
tor and Chief Counsel approval for any changes in protocol
which may affect the risk to subjects.

Halting the project and notifying the HURP when results indi-
cate that further research is unnecessary, inappropriate, or
would expose subjects to greater than anticipated levels of
risk.

b. In-house researchers are responsible for :

(1) Indicating on the research request whether the particular
project involves human subjects.

(2) Requesting that the HURP determine whether the project involves
human subjects at risk.

(3) If human subjects at risk are involved, preparation of the
Risk/Benefit Analysis (see Appendix B).

(4) Obtaining Branch Head, Division Chief, Office Director, and
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Obtaining Branch Head, Division Chief, Office Director, and
Associate Administrator approval for any study involving
human subjects at risk (see Appendix C).

Evaluation of the Contractor's procedures to protect the
rights and welfare of human subjects at risk.

Determining that any assurances needed are submitted and
satisfactory. The HURP may be requested to assist in this
process.

Assuring that before work on the project commences an IRB,
meeting DHEW and NHTSA guidelines, has approved the project.
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Associate Administrator approval for any study involving
human subjects at risk.

Assuring that before work on the project begins, an IRB,
meeting DHEW and NHTSA requirements, has approved the project.

Ensuring that informed consent guidelines are adhered to.

Advising the HURP of any injuries or unexpected results affect-
ing the assessemnt of risk and requesting Associate Administra-
tor and Chief Counsel approval for any changes in protocol
which may affect the risk to subjects.

Halting the project and notifying the HURP when results indicate
that further research is unnecessary, inappropriate, or would
expose subjects to greater than anticipated levels of risk.

C. The HURP is responsible for:

(1)

(2)

(3)

(4)

(5)

Reviewing the project and advising the Associate Administrator,
whether a project involves human subjects at risk.

On request of the Associate Administrator or his designee,
advising the Contract Technical Manager in the preparation of
the Risk/Benefit Analysis.

Reviewing all projects involving human subjects at risk
and recommending to the Associate Administrator approval,
disapproval, or approval with modifications.

Monitoring ongoing projects at the request of the Associate
Administrator.

Reviewing incidences  of injuries or unexpected results affect-
ing the assessment of risk, and changes in protocol, in a
timely fashion, and assuring that the Associate Administrator,
and the Chief Counsel are informed.

'd. The Contracting Officer is responsible for:

(1) The inclusion of an appropriate clause in contracts involv-
ing human subjects at risk that insures the protection of
the subjects' rights and welfare (see Appendix D).

(2) Assuring that in any contract involving human subjects at
risk an approved Risk/Benefit Analysis is included.

Vertical line denotes change.
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(3) Assuring that NHTSA human use guidelines are followed.

(4) Assuring that prospective contractors submit examples of
their informed consent forms.

e. The Associate Administrator is responsible for:

(1) Approving or disapproving the HURP's recommendations
regarding the involvement of human subjects at risk.

(2) Reviewing the Risk/Benefit Analysis.

(3) Requesting review by the HURP of all projects involving
human subjects.

(4) Approving or disapproving all projects involving human
subjects at risk, and approving modifications to proce-
dures during the course of the projects.

f. The Chief Counsel is responsible for approving or disapproving
all projects involving human subjects at risk, and approving
modifications to procedures during the course of the projects.

8. PROCEDURES. Listed below are the step-by-step procedures to be
followed for projects involving human subjects to assure that
the subjects' rights and welfare are protected.

a. The Contract Technical Manager or in-house researcher indi-
cates whether a project involves human subjects.

b. The HURP determines, with the approval of the Associate
Administrator, whether the project involves human subjects
at risk.

C . The Contract Technical Manager or in-house researcher reviews
the Human Experimentation Guidelines to become aware of
considerations involved with human subjects at risk (see
Appendix A).

d. The Contract Technical Manager or in-house researcher pre-
pares a Risk/Benefit Analysis for the project. The Contract
Technical Manager also prepares the contract work statement
which includes a requirement for each bidder to present
his/her procedures for protection of human subjects at risk
including a copy of the Contractor's informed consent form.



NHTSA Order
November 4,

e.

f.

h.

i.

j.

k.

1.

 Chg. 1

-8-

The HURP reviews all projects involving human subjects at
risk and makes appropriate recommendations to the Associate
Administrator.

The Associate Administrator approves or disapproves the pro-
ject. If the Associate Administrator approves a project
involving human subjects at risk, he shall forward the
project to the Chief Counsel for his approval.

The Chief Counsel approves or disapproves the project.

The prospective contractors submit their proposals, which
include the proposed procedures and assurances for protection
of human subjects at risk. In-house researchers submit their
procedures for the protection of human subjects at risk
directly to the HURP.

The Proposal Evaluation Committee evaluates the Contractor's
proposals for protection of human subjects at risk. The
HURP reviews those sections of acceptable contractor propo-
sals which concern the protection of human subjects, if
requested by the Associate Administrator responsible for
the project. The HURP may recommend to the Associate
Administrator approval, disapproval, or approval with change.
In the event that changes are required in human use proce-
dures and assurances, the HURP shall give guidance in the
types of changes necessary. The HURP shall also review
in-house proposals for human use procedures.

The Contracting Officer includes a compliance agreement (see
Appendix D) in the contract. The HURP advises the Contracting
Officer during the negotiation process as required.

The Contract Technical Manager or in-house researcher moni-
tors the project, conducts a continuing review of human use
procedures and advises the Associate Administrator and the
Chief Counsel of any significant changes in the procedures.
The Associate Administrator and the Chief Counsel approve
or disapprove the changes. The Contract Technical Manager
also reviews program progress and notifies the HURP of any
injuries or unexpected results affecting the assessment of
risk.

The Contract Technical Manager obtains from the Contractor
the annual assurances required by paragraph 7a.(9), and
includes these assurances and other documentation of internal
review and approval of the project in the project file.

Vertical line denotes change.
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9. APPENDICES. The procedures established by this Order require the use
of certain documents. These documents are appended as follows:

a. Appendix A -- Human Experimentation Considerations

b. Appendix B --- Risk/Benefit Analysis Form

c. Appendix C -- Coordination Form (HS Form 436)

d. Appendix D --- Protection of Human Subjects Compliance Clause (#41)

e. Appendix E -- DHEW Guidelines

Administratora Attachments
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APPENDIXA

Human Experimentation: Factors To Be Considered

These considerations indicate the most important questions which must be
addressed in conducting programs involving human subjects at risk. Given
the nature of the particular project, it may be the case that certain
portions of the considerations are relevant/applicable at one stage of
the research, e.g., preparation of the work statement, while others may
become relevant only when certain levels of knowledge are reached. The
Contract Technical Manager is thus advised to refer to the considerations
at several time points in the life of the contract.

’ I,.
 I
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Considerations for the Preparation of Risk/Benefit Analyses

1.

2.

3.

4.

5.

6.

7.

8.

9.

10.

What is the nature and degree of risk to the subject involved (physical,
medical, legal, psychological, social)?

Has equipment to be used been man-rated? By whom?

If drugs are involved, have they been approved for human use and experi-
mentation by DHEW or an element of DHEW?

Are the proposed procedures adequate for minimizing risk to the subject?

What safeguards or alternate procedures can be employed to reduce risk
to the subjects?

Are there other methods available to provide the desired information or
data?

Will the people conducting the experiments be qualified scientifically
and technically.

What are the benefits? How important are they?

Is the risk outweighed by the expected benefits?

Will the results be published and/or made generally available to the
public and the scientific camunity?

Considerations for the Preparation and/or Evaluation of Test Protocol

1. What are the criteria for the selection of human subjects?

2. Will the subjects be given adequate physical and psychological evalua-
tions by qualified personnel prior to or during the selection process?

3. Will the subjects receive medical and/or psychological  mnitoring during
the experiments?

4. What post-test physical/psychological exams and/or monitoring will be
performed?

5. Are there trained medical personnel and adequate medical equipment for
emergency treatment.

6. Will the procedures for emergency treatment and/or evaluation be satis-
factory? Will periodic practice drills be conducted?
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7. Will the tests be conducted usirq a "stepped-severity" system to contro1
the exposures of each subject (for example, progressively increasing
of loads, velocities, dosages, etc.)?

8. Are there adequate safeguards or procedures to reduce the elements of
risk?

9. Are there alternate methods or procedures to get the desired results
which would reduce or eliminate the elements of risk?

Considerations for the Protection of the Rights of the Subjects

1. Has the Contractor established an Institutional Review Board, meeting
DHEW/NHTSA requirements? (See Appendix E.)

2. Will the subjectsbe selected without bias regarding race, creed, sex,
ornational originunless such criteria are required by the nature of
the study?

3. Will any payment or inducment to the subjects be involved, and if so,
what will be the scope of the payment or inducement?

4. Will the payment be likely to induce the subjects into taking undue risk
because of financial or other need?

5. Have provisions been made to secure an "informed consent" in writing?

6. What are the plans andprovisions to insure confidentiality and anonym-
ityofsubjectsand information obtained from or about subjects in
accordance with the provisions of the Privacy Act of 1974 (Public Law
93-579 )?

7. Will the subjects be given advance information and be adequately briefed
on:

a. Objectives of the test?

b. The risks involved (physical, psychological, social, legal)?

c. The physical and mental discomforts which may be encountered?

d. The nature and extent of medical. supervision and emergency medical
treatment and procedures?

e. Their right to decline or to withdraw from participation at any
time without prejudice?
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f. Their right to ask questions at all times without prejudice to them-
selves?

8.

9.

g. Provisions for medical treatment and compensation in case of injury?

What are the plans for periodic review of the project?

Does the contractor have adequate means of determining whether subjects
understand the risk involved?
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APPENDIX B

Risk Benefit Analysis Form
Projects Involving Human Subjects

Contract No.:

Contract Title:

A. Description of project requirements:

B. Description of risks:

c. Analysis of benefits:

CTM DATE
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Protection of Human Subjects Canpliance Clause (#41)

The contractor will comply with the NHTSA policies and procedures for the
protection of human subjects participating in activities supported directly
or indirectly by grants or contracts fra NHTSA, including the procedures
for submission of assurances described in 45 CFR Secs. 46.103 through 46.122.
Where the contractor has on file with the Department of Health, Education
and Welfare a general assurance approved in accordancewith 45 CFR Sec.
46.108, additional assurances need not be submitted to NHTSA. In fulfill-
ment of its assurance:

An Institutional Review Board meeting the requirements of 45 CFR Sec.
46.106(h) will be utilized by the contractor.

The Institutional Review Board will be assigned responsibility to deter-
mine for each activityas planned and conducted that:

The rights and welfare of subjects are adequately protected. The
risks to subjects are outweighed by potential benefits. The informed
consent of subjects will be obtained in writing by methods that are
adequate and appropriate.

Institutional Review Board reviews are to be conducted with objectivity and
in a manner to ensure the exercise of independent judgment of the members.
Members will be excluded fran reviews of projects or activities in which
they have an active role or a conflict of interests.

Continuing constructive communication between the Institutional Review
Board and the project directors must be maintained as a means of safeguard-
ing the rights and welfare of subjects.

The institution which administers the Institutional Review Board will
maintain records of Institutional Review Board reviews of applications
and active projects, of documentation of informed consent, and of other
documentation that may pertain to the selection, participation, and protec-
tion of subjects. Detailed records shall be maintained of the circumstances
of any unexpected results or injuries, and shall be provided upon request
to the Institutional Review Board and the Contract Technical Manager.
Unexpected results and injuries and changes in protocol which may affect
the risk to subjects shall be immediately called to the attention of the
Institutional Review Board and the Contract Technical Manager before proceed-
ingwiththe experiment.
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Facilities and professional attention required for subjects who may suffer
injury as a result of participation in an activity will be provided.

Periodic reviews will be conducted by the contractor to assure, through
appropriate administrative overview, that the practices and procedures
designed for the protection of the rights and welfare of subjects are
being effectively applied.












